
UNITED STATES DISTRICT COURT 
DISTRICT OF MINNESOTA 

  
 
TRACEY L. MCBRIDE,      Court File No. 

    Plaintiff, 

v. 

             COMPLAINT 
       and DEMAND FOR JURY TRIAL 
DAVOL, INC. and C. R. BARD, INC.,  

    Defendants. 

 
 
 

 Tracey L. McBride (hereinafter “Plaintiff”), by her undersigned counsel, complains 

against Defendants Davol, Inc. and C. R. Bard, Inc. (hereafter “Davol,” “Bard,” or 

“Defendants”) based upon her personal knowledge as to her own acts, and upon information and 

belief, as well as upon her attorneys’ investigative efforts, as to Defendants’ actions and 

misconduct, alleges as follows. 

 

INTRODUCTION 

 Plaintiff brings this action to recover damages and/or for equitable relief, against 

Defendants, and each of them, who designed, manufactured, tested, marketed, distributed, 

promoted, and sold a product known as the Bard Composix Kugel Hernia Patch (hereinafter 

occasionally referred to as “the Patch”).  When referring to “Defendants” in the plural from 

herein, Plaintiff intends by that term to mean both Defendants together and each Defendant 

independently in the singular. 
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PARTIES 

 1. Plaintiff, an individual resident of Timpson, Texas, sustained injury and damages 

associated with her use of Defendants’ defective product, a Bard Composix Kugel Hernia Patch, 

and due to Defendants’, and each of their, negligent and otherwise wrongful conduct. 

 2. Defendant Davol, Inc. (“Davol”) is a corporation organized and existing under the 

laws of Rhode Island, with its principal place of business at 100 Sockanossett Crossroad, 

Cranston, R.I. 02920, is a subsidiary of C. R. Bard, Inc., and together with C. R. Bard, Inc., 

designed, manufactured, tested, marketed, distributed, promoted, and sold the Bard Composix 

Kugel Hernia Patch. 

 3. Defendant C. R. Bard, Inc. (“Bard”) is a corporation organized and existing under 

the laws of New Jersey, with its principal place of business at 730 Central Avenue, Murray Hill, 

New Jersey, 07974, is the parent company of Davol, Inc., and together with Davol, Inc., 

designed, manufactured, tested, marketed, distributed, promoted, and sold the Bard Composix 

Kugel Hernia Patch. 

 

JURISDICTION AND VENUE 

 4. This Court has jurisdiction over this action pursuant to 28 U.S.C. § 1332 because 

Plaintiff alleges that the amount in controversy exceeds seventy-five thousand dollars ($75,000), 

exclusive of interest and costs, and there is complete diversity of citizenship. 

 5. Venue in this Court is proper pursuant to 28 U.S.C. § 1391 (a) in that Defendants 

conduct business in this District and a most substantial part of the events or omissions giving rise 

to the claims asserted herein occurred in this District. 

 

Case 0:08-cv-01413-RHK-JSM     Document 1      Filed 05/22/2008     Page 2 of 14Case 1:08-cv-02522-ML-LDA     Document 1-2      Filed 07/25/2008     Page 2 of 16



 - 3 - 

FACTUAL ALLEGATIONS 

 6. Plaintiff brings this action to recover damages and/or for equitable relief, against 

Defendants, and each of them, who designed, manufactured, tested, marketed, distributed, 

promoted, and sold a product known as the Bard Composix Kugel Hernia Patch. 

 7. A hernia is an abnormal opening or a tear in tissue that lets other organs, such as 

the intestine, slip through where they should not.  Hernias usually appear in the groin or the 

abdominal wall.  Some hernias, though, occur in the area where an incision has been made 

during another surgery.  While some hernias can go undetected, most require surgery.  As a 

result, some one million hernia operations take place every year in the United States.   

 8. In the late 1990s, a breakthrough product for hernia surgeries was announced—

the Bard Composix Kugel Hernia Patch.  Mesh patches had already become a common treatment 

for post-operative hernias.  What made the Bard Composix Kugel Hernia Patch unique, however, 

was its patented “recoil ring,” which allowed the patch to be folded then popped into place over 

the tear.  This technology meant smaller incisions, fewer stitches, less pain and, as a result, 

shorter recovery periods.   

 9. Bard Composix Kugel Hernia Patch was developed by Defendants to treat ventral 

hernias, which are caused by a stretching or thinning of scar tissue that forms after abdominal 

surgery.   

 10. The Bard Composix Kugel Hernia Patch was approved by the FDA in November 

of 1996, after which Defendants began marketing and selling it. 

 11. In 2002 Defendants introduced a new, larger Patch. 

 12. Soon after the 2002 release, Defendants, despite beginning to receive a high 

number of reports of broken Patches from doctors, continued selling the Patch without informing 
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the FDA of the increase in complaints, or misinforming the FDA about complaints that were 

reported. 

 13. These reports indicated that the plastic “memory-recoil ring” tended to break 

(which Defendants’ own studies revealed), resulting in injury to internal organs and tissue, 

leading to side effects including chronic intestinal fistulas (abnormal connections that form 

between two parts of the intestine resulting in an accumulation of bowel contents in the cavity 

potentially causing abscesses or infection which, in turn, can spread to the bloodstream, causing 

septic shock and even death), bowel obstruction (a partial or complete blockage in the intestines 

that can lead to infection, gangrene, or bowel perforation), and bowel perforations (caused by 

breakage of the memory-recoil ring, which then migrated through the abdominal wall).   

 14. In mid-2005, 10 complaints about ring breaks were made to Defendants over a 

three-month period. 

 15. In August 2005, Defendants stopped making the Kugel extra-large Patches, 

admitting that the memory-recoil ring did not adequately withstand the stress of surgical 

placement.   

 16. On December 22, 2005, Defendants informed doctors and patients that a 

voluntary Class 1 recall of the Patch was being implemented for some lot numbers of the extra-

large Patches. 

 17. It was only after this first Patch recall in December 2005 that the design and 

manufacturing problems associated with the Patch became widely known.   

 18. On March 24, 2006, surgeons and hospital administrators learned that the Patch 

recall had been expanded by Defendants to include the large oval and large circle versions of the 

Patch. 
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 19. On December 18, 2006, the first Patch lawsuit is filed against Defendants in 

Rhode Island alleging that the plaintiff suffered severe pain and had to undergo bowel dissection 

surgery, resulting in chronically inflamed bowels due to failure of the Patch. 

 20. On January 10, 2007, Defendants, having received more reports of broken 

memory-recoil rings, expanded the Patch recall. 

 21. On March 16, 2007, the New York Times disclosed that an FDA report secured 

under the Freedom of Information Act indicated that the number and severity of complaints 

about the Patch had been understated by Defendants and that Defendants had failed to accurately 

report a number of complaints it received about injuries or deaths related to the Patch. 

 22. All told, there have been three ever widening Patch recalls issued, including in 

December 2005, March 2006, and January 2007, encompassing six different sizes of the Patch: 

extra-large oval (7.7” x 9.7”), extra-large oval (8.7” x 10.7”), extra-large oval (10.8” x 13.7”), 

large oval (5.4” x 7”), oval (6.3” x 12.3”) and large circle (4.5”).  Additionally, numerous non-

recalled products (patch/mesh) marketed and manufactured by defendants have been found 

defective and have caused numerous injuries including, but not limited to, migration and 

infections, to users of these products. 

 23. These recalls were prompted by reports of at least eighty injuries (and several 

deaths) associated with use of the Patch.   

 24. By the time of Defendants’ first Patch recall, 32,000 Patches had been sold and 

surgically implanted in patients. 

 25. Since the 10 complaints about ring breaks were made to Defendants over a three-

month period in mid-2005, sales of the Patch have generated some $11 million in revenue for 

Defendants. 
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 26. Despite the fact that Defendants were aware of manufacturing and design 

problems that existed in the Patch commencing shortly after the 2002 release of the product, they 

did not inform patients, doctors, or health officials of this danger.   

 27. Had Defendants so informed patients, doctors, and health officials, patients whose 

hernia patch implants failed could have avoided injury and even death.  Instead, Defendants 

chose profits over patients’ health, income over injury prevention, and dollars over death 

prevention. 

 

COUNT I 
(Strict liability – failure to warn) 

 
 28. Plaintiff hereby realleges each and every allegation set forth above, with the same 

force and effect as if herein repeated and set forth at length.   

 29. Defendants developed, manufactured, marketed, and distributed Patch for sale and 

sold it in the course of their business and continued to do so even after acquiring knowledge that 

the defective devices were prone to causing injury, including potential death of the patient 

recipient.   

 30. The Patch manufactured by Defendants implanted in Plaintiff was unreasonably 

dangerous when implanted due to the possibility of a malfunction resulting in serious injury or 

death. 

 31. Defendant did not give an adequate, meaningful warning regarding the significant 

risk of serious injury or death from its Patch. 

 32. As a direct and proximate result of Defendants’ failure to warn of this serious 

risk, Plaintiff suffered damages.  Specifically, as a result of having the Patch implanted in her, 

Plaintiff suffered disabling pain and required surgical intervention. 
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 33. Even after Defendants themselves discovered that the Patch was defective and 

dangerous, they continued long after that discovery to market and sell the Patch and thereby 

showed complete indifference to or conscious disregard for the safety of Plaintiff in particular, 

and the public in general.   

 

COUNT II 
(Negligence) 

 34. Plaintiff hereby realleges each and every allegation set forth above with the same 

force and effect as if herein repeated and set forth at length. 

 35. Defendants designed, manufactured, tested, marketed, distributed, promoted, and 

sold the Bard Composix Kugel Hernia Patch. 

 36. When placed in the stream of commerce, its Patch was not accompanied by any 

meaningful warnings regarding the risk of serious injury or death associated with the Patch.  The 

warnings given by the Defendants were silent and continued to be silent as to the defect and risk 

of breakage even after it became known to Defendants, and as to the potential for serious injury 

or death.   

 37. Defendants had a duty to exercise reasonable care in the design, manufacture, 

sale, and/or distribution of its Patch, including a duty to assure that the Patch did not cause 

recipients to suffer serious injury or death due to the concealed breakage risk posed by the device 

despite being used as instructed by the Defendant. 

 38. Defendants were negligent in the design, manufacture, testing, advertising, 

marketing, promotion, labeling, failure to warn, and sale of the Patch. 
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 39. Defendants knew or should have known that recipients of the Patch, such as 

Plaintiff, would foreseeably suffer serious injury or death as a result of the Defendants’ failure to 

exercise ordinary care as described above.   

 40. Defendants’ actions as described herein constitute knowing omissions, 

suppression, or concealment of material facts, made with the intent that others would rely upon 

such concealment, suppression, or omissions in connection with the marketing of the Patch. 

 41. The behavior of the Defendants demonstrates that Defendants acted unlawfully 

and negligently, used or employed unconscionable commercial and business practices, engaged 

in deception, fraud, false pretenses, false promises, or misrepresentations, and/or perpetrated the 

knowing concealment, suppression or omission of material facts with the intent that consumers, 

including Plaintiff, would rely upon such concealment, suppression, or omission, in connection 

with the sale or advertisement of its Patch.   

 42. Defendants’ negligence was a proximate cause of the harm suffered by Plaintiff as 

previously set forth herein. 

 

COUNT III 
(Fraud and misrepresentation) 

 
 43. Plaintiff hereby realleges each and every allegation set forth above with the same 

force and effect as if herein repeated and set forth at length. 

 44. Defendants made misrepresentations and omissions of material facts, including, 

but not limited to: 

 a) Representing that the Patch was fit for its intended use, when in fact, it was not  

  and Defendants knew it was not; 
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 b) Representing that the Patch was of merchantable quality, when in fact it was not  

  and Defendants knew it was not; 

 c) Representing that the Patch was safe and efficacious in the treatment of the  

  medical condition for which Plaintiff used the Patch, when in fact it was not and  

  Defendants knew it was not; 

 d) Representing that the Patch would function as intended when necessary, when in  

  fact it would not and Defendants knew it would not; 

 e) Omitting to disclose that the Patch was defective, at risk of breakage, might fail to 

  function as intended, and was thus prone to cause serious injury or death, when in  

  fact Defendants knew of the risks; and 

 f) Omitting to disclose that the Patch was inherently dangerous, when Defendants  

  knew, in fact, that it was. 

 45. These misrepresentations and/or omissions were false and misleading at the time 

they were made. 

 46. Defendants negligently and/or intentionally made the foregoing 

misrepresentations knowing both that they did not possess sufficient information to make the 

representations as truth and omitting the harmful information they did possess so as to deceive 

Plaintiff into believing the opposite of the truth.   

 47. When Defendants made the foregoing representations and omissions, they knew 

or should have known the representations to be false and the omissions to be material to 

Plaintiff’s decision to use or not use the Patch. 

 48. In reliance upon the foregoing misrepresentations and omissions of Defendants, 

Plaintiff and her physician were induced to and did use the Patch.  If Plaintiff had known of the 
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true facts, she would not have taken such action and risk.  The reliance of Plaintiff and her 

physician on Defendants’ misrepresentations and omissions was reasonable because said 

representations and omissions were made by individuals and entities who were in a position to, 

and in fact did, know the true facts.   

 49. As a direct and proximate result of the foregoing misrepresentations and 

omissions by Defendants, Plaintiff suffered and will continue to suffer injury, disability, expense, 

and economic loss, for which damages Defendants are liable to Plaintiff.   

 

COUNT IV 
(Violation of the False Advertising Act, the Consumer Fraud Act,  

the Unlawful Trade Practices Act, and the Uniform Deceptive Trade Practices Act) 
 

 50. Plaintiff hereby realleges each and every allegation set forth above with the same 

force and effect as if herein repeated and set forth at length.   

 51. By reason of the conduct as alleged herein, and by inducing Plaintiff and 

Plaintiff’s physician to use Defendants’ product through the use of false and misleading 

advertising, representations, and statements, Defendants violated the provisions of Minn. Stat. §§ 

325F.67, 325F.69, 325D.13, and 325D.44. 

 52. As a direct and proximate result of Defendant’s statutory violations, Plaintiff was 

implanted with Defendants’ Patch, which would not have occurred had Defendant not issued 

false or misleading advertising, representations, and statements to induce Plaintiff and Plaintiff’s 

physicians to use the product. 

 53. By reason of such violations and pursuant to Minn. Stat. § 8.31, subd. 3a, § 

325D.44, § 325F.67, and §§ 325F.68-70, Plaintiff is entitled to recover all of the monies paid for 

the product; to be compensated for the cost of the medical care arising out of the use of the 
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product; and all consequential damages recoverable under the law including, without restriction, 

both past and future medical expenses, past wage loss, loss of future earning capacity, past and 

future pain, suffering, disability, and emotional distress.   

 54. Additionally, pursuant to Minn. Stat. § 8.31, because Defendants’ wrongful acts 

were directed not just at Plaintiff, but at the public in general, and represented conduct against 

which the public in general has a direct interest in protecting, Plaintiff is entitled to recover costs 

and disbursements, including costs of investigation and reasonable attorney’s fees, and any other 

equitable relief as deemed appropriate by this Court. 

 

COUNT V 
(Breach of express and implied warranties) 

 55. Plaintiff hereby realleges each and every allegation set forth above with the same 

force and effect as if herein repeated and set forth at length.  

 56. Defendants expressly and impliedly warranted to Plaintiff that the Patch used by 

her, which they designed, manufactured, and/or supplied, and/or placed in to the system of 

commerce for Plaintiff was of merchantable quality, fit, and safe and would not likely injure or 

kill Plaintiff.   

 57. Defendants’ Patch that was implanted in Plaintiff was in fact unsafe, 

unmerchantable, unfit for use in the body, and otherwise injurious to Plaintiff. 

 58. Through their sale of the Patch, Defendants were merchants pursuant to Section 

2-314 of the Uniform Commercial Code. 

 59. Defendants breached express and implied warranties of merchantability in the sale 

of Defendants’ defective Patch to Plaintiff in that the Patch was not fit for the ordinary purposes 

intended by Defendants and described above. 
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 60. As a direct and proximate result of Defendants’ breach of their express and 

implied warranties as described herein, Plaintiff suffered and will continue to suffer injury, 

disability, expense, and economic loss as previously described, rendering Defendants liable for 

said damages.   

 

COUNT VI 
(Strict liability – defective design) 

 61. Plaintiff hereby realleges each and every allegation set forth above with the same 

force and effect as if herein repeated and set forth at length. 

 62. At all times relevant to this Complaint, Defendants were engaged in the design, 

manufacture, and sale of Patches. 

 63. The Patches as designed by Defendants were defective. 

 64. As a result of Defendants’ defective design, the Defendants’ Patch was 

unreasonably dangerous to the Plaintiff at the time Defendants sold it, and at the time it was 

implanted in Plaintiff and used for its intended purpose. 

 65. When they manufactured and at the time they sold the Patch to Plaintiff, 

Defendants were aware of the purpose and the manner of Patch’s use.  Defendants knew that the 

Patch would reach Plaintiff without substantial and/or significant change in the condition in 

which Defendants sold it, and the Patch in fact did reach Plaintiff without substantial and/or 

significant change in condition.   

 66. Failure of the Patch leads to, among other serious injuries, death. 

 67. As a result of Defendants’ defective design of the Patch, Plaintiff has been and is 

continuing to be damaged as more fully set forth above. 
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 68. Defendant is thereby liable to Plaintiff for Plaintiff’s damages sustained as a 

direct and proximate result of Plaintiff’s use of the Patch. 

 

DEMAND FOR JURY TRIAL 

 Plaintiff hereby demands a jury trial as to all claims so triable in this action.    

 

RELIEF SOUGHT 

 WHEREFORE, Plaintiff demands judgment against Defendants, and each of them, for 

damages, as well as all costs of this action, to the fullest extent of the law including: 

  A. Damages to compensate Plaintiff for injuries sustained as a result of use of 
   Defendants’ Patch, past and future lost income, and future medical   
   expenses as proven at trial; 
 
  B. Physical pain and suffering of Plaintiff; 

  C. Pre- and post-judgment interest at the lawful rate; 

  D. Reasonable attorneys fees and costs; and 

  E. Such other applicable damages as the Court deems appropriate. 

 

Dated: May 21, 2008    CHARLES H. JOHNSON & ASSOCIATES, PA 
 

/s/ Charles H. Johnson (#50696)   
Charles H. Johnson, Esq.  
Attorney for Plaintiff  
2599 Mississippi Street 
New Brighton, MN 55112-5060 
Telephone: (651) 633-5685 
Fax Phone: (651) 633-4442 
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CERTIFICATE OF SERVICE 
 

I hereby certify that on May 21, 2008, I caused the foregoing document, as well as the 
Summons and Civil Coversheet, to be filed electronically with the Clerk of Court through New 
Case Filing, and that ECF will send an e-notice of the electronic filing to ECF users including:   
 

Donald A. Migliori, Plaintiffs’ Liaison Counsel (dmigliori@motleyrice.com).   
 

I further certify that a copy of the foregoing documents and a notice of electronic filing, upon 
receipt, will be emailed, in accordance with Amended Case Management Order Section VIII, to 
the following non-ECF participant: 
 

Sabina Downing, Defendants’ Counsel for Service of Process, (ckp.filings@crbard.com).  
 

 
Dated: May 21, 2008    CHARLES H. JOHNSON & ASSOCIATES, PA 
 

/s/ Charles H. Johnson (#50696)   
Charles H. Johnson, Esq.  
Attorney for Plaintiff  
johnsonbarbar5@aol.com 
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the full name or standard abbreviations.  If the plaintiff or defendant is an official within a government agency, identify first the agency and then the official, giving
both name and title.

(b) County of Residence.  For each civil case filed, except U.S. plaintiff cases, enter the name of the county where the first listed plaintiff resides at the time
of filing.  In U.S. plaintiff cases, enter the name of the county in which the first listed defendant resides at the time of filing.  (NOTE: In land condemnation cases,
the county of residence of the “defendant” is the location of the tract of land involved.)

(c) Attorneys.  Enter the firm name, address, telephone number, and attorney of record.  If there are several attorneys, list them on an attachment, noting
in this section “(see attachment)”.

 II.  Jurisdiction.  The basis of jurisdiction is set forth under Rule 8(a), F.R.C.P., which requires that jurisdictions be shown in pleadings.  Place an “X” in one
of the boxes.  If there is more than one basis of jurisdiction, precedence is given in the order shown below.

United States plaintiff.  (1) Jurisdiction based on 28 U.S.C. 1345 and 1348.  Suits by agencies and officers of the United States are included here.

United States defendant.  (2) When the plaintiff is suing the United States, its officers or agencies, place an “X” in this box.

Federal question.  (3) This refers to suits under 28 U.S.C. 1331, where jurisdiction arises under the Constitution of the United States, an amendment to the
Constitution, an act of Congress or a treaty of the United States.  In cases where the U.S. is a party, the U.S. plaintiff or defendant code takes precedence, and box
1 or 2 should be marked.

Diversity of citizenship.  (4) This refers to suits under 28 U.S.C. 1332, where parties are citizens of different states.  When Box 4 is checked, the citizenship of the
different parties must be checked.  (See Section III below; federal question actions take precedence over diversity cases.)

III.  Residence (citizenship) of Principal Parties.  This section of the JS 44 is to be completed if diversity of citizenship was indicated above.  Mark this section
for each principal party.

IV. Nature of Suit.  Place an “X” in the appropriate box.  If the nature of suit cannot be determined, be sure the cause of action, in Section VI below, is sufficient
to enable the deputy clerk or the statistical clerks in the Administrative Office to determine the nature of suit.  If the cause fits more than one nature of suit, select
the most definitive.

V. Origin.  Place an “X” in one of the seven boxes.

Original Proceedings.  (1) Cases which originate in the United States district courts.

Removed from State Court.  (2) Proceedings initiated in state courts may be removed to the district courts under Title 28 U.S.C., Section 1441.  When the petition
for removal is granted, check this box.

Remanded from Appellate Court.  (3) Check this box for cases remanded to the district court for further action.  Use the date of remand as the filing date.

Reinstated or Reopened.  (4) Check this box for cases reinstated or reopened in the district court.  Use the reopening date as the filing date.

Transferred from Another District.  (5) For cases transferred under Title 28 U.S.C. Section 1404(a).  Do not use this for within district transfers or multidistrict
litigation transfers.

Multidistrict Litigation.  (6) Check this box when a multidistrict case is transferred into the district under authority of Title 28 U.S.C. Section 1407.  When this box
is checked, do not check (5) above.

Appeal to District Judge from Magistrate Judgment.  (7) Check this box for an appeal from a magistrate judge’s decision.

VI. Cause of Action.  Report the civil statute directly related to the cause of action and give a brief description of the cause.  Do not cite jurisdictional statutes
unless diversity. Example: U.S. Civil Statute: 47 USC 553

Brief Description: Unauthorized reception of cable service

VII. Requested in Complaint.  Class Action.  Place an “X” in this box if you are filing a class action under Rule 23, F.R.Cv.P.

Demand.  In this space enter the dollar amount (in thousands of dollars) being demanded or indicate other demand such as a preliminary injunction.

Jury Demand.  Check the appropriate box to indicate whether or not a jury is being demanded.

VIII. Related Cases.  This section of the JS 44 is used to reference related pending cases if any.  If there are related pending cases, insert the docket numbers
and the corresponding judge names for such cases.

Date and Attorney Signature.  Date and sign the civil cover sheet.
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